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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tJme may be available under the provisions of 37 CFR 1 .136(a). In no event however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communication{s) filed on 06 January 2006 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for fomrial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-18 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) S The drawing(s) filed on 30 October 2003 is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) Including the con-ectlon is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)D Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed OfTice action for a list of the certified copies not received. 


Attachnient(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Intennew Summary (PTO-41 3) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No{s)/IVIail Date. . 

3) S Infomnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Infomial Patent Application (PTO-152) 

Paper No(s)/Mail Date 6/17/04 . 6) □ Other: . 


U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 


Office Action Sumnriary 


Part of Paper No./Mail Date 1 
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Detailed Action 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1 .821 through 1 .825 for the reason(s) set forth below or on the attached Notice To 
Comply With Requirements For Patent Applications Containing Nucleotide Sequence 
And/Or Amino Acid Sequence Disclosures. Specifically, a sequence appears on page 6 
of the specification which is not identified by SEQ ID NO or portion of a SEQ ID NO. If 
the sequence is a portion of a SEQ ID NO in the current Sequence Listing, the 
sequence must be identified by reciting for example, "nucleotides — to — of SEQ ID 
NO: — Any response to this Office Action which does not include complete 
compliance with the Sequence Rules will be considered non-responsive. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 18 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claimed host cell as defined by the 
specification (see for example page 19) includes human cells which contain the claimed 
adenovirus vector wherein the cells can be in vivo. The claimed cell is present or 
intended to be present in a human being, said cell becoming integrated into the human 
being and therefore being an inseparable part of the human itself. The scope of the 
claim, therefore, encompasses a human being, which is non-statutory subject matter. 
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As such, the recitation of the limitation "non-human" or "host cell in vitro" or "an isolated 
host cell" would be remedial. See 1077 O.G. 24, April 21, 1987. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fonm the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the Invention was known or used by others In this country, or patented or described In a printed 
publication In this or a foreign country, before the Invention thereof by the applicant for a patent. 

Claims 1, 10, 14, 15 and 17-18 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Chia et al. 

Both applicants and Chia et al. (cited by applicants, Proc. Amer. Assoc. For 
Cancer Res., Vol. 43, March 2002, see entire abstract) both recite a replication- 
competent (conditionally replication competent) adenovirus vector comprising a Epstein 
Barr virus (EBV) specific TRE (ori-FP) comprising FR enhancer sequences and a CMV 
minimal promoter operably linked to a adenoviral coding region (minus it's endogenous 
promoter) essential for replication (El a) as well as host cells containing said vector. 
Chia et al. indicates that the vector is being used in in vivo studies and hence must be in 
a pharmaceutically acceptable excipient. Chia et al. therefore teaches the claimed 
invention. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1 and 8-18 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Applicants claim a replication competent adenoviral vector comprising a gene 
essential for adenovirus replication under transcriptional control of a EBV specific 
transcriptional regulatory element (TRE). Applicants define a "EBV specific 
transcriptional response element" as an element that "preferentially directs gene 
expression in EBV-associated cancer cells". The term is construed to read on any 
transcriptional response element (i.e. an EBV element or a cellular TRE or another viral 
element, etc.) that is preferentially active in EBV associated cancer cells. The claims 
therefore read on a genus of EBV specific transcriptional response elements in the 
adenoviral vectors. Applicants provide a written description for EBV TREs which are 
EBV specific transcriptional response elements. 

The written description requirement for a genus may be satisfied by sufficient 
description of a representative number of species by actual reduction to practice or by 
disclosure of relevant identifying characteristics, i.e. structure or other physical and/or 
chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and stmcture, or by a combination of such identifying 
characteristics, sufficient to show that applicant was in possession of the claimed 
invention. In the instant case applicants only disclose EBV TREs which preferentially 
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direct gene expression in EBV-associated cancer cells. Applicants disclose no non- 
EBV TREs which preferentially direct gene expression in EBV-associated cancer cells. 
Applicants present no disclosure of the relevant identifying characteristics of non-EBV 
TREs, i.e. applicants do not disclose how the sequences in the EBV TREs relate to non- 
EBV sequences (no stoicture-function analysis is presented) which would have the 
same properties of preferentially directing gene expression in EBV-associated cancers. 
Given applicants disclosure, the skilled artisan would be unable to envision the non- 
EBV members of the claimed genus and said artisan would conclude that applicants 
were not in possession of the claimed invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 2 and 6 are vague in the recitation of the phrase "sequence derived from". 
The metes and bounds of the claimed subject matter are unclear because it is unclear 
how closely related to the starting sequence the sequences "derived from" said starting 
sequence are. Applicants do not recite the methodologies by which the sequences 
were derived and hence the metes and bounds of the sequences are unclear. 
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Claims 12-13 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claims 12-13 
depend directly or indirectly from claim 1 . Claim 1 recites an adenoviral vector 
comprising an adenoviral gene essential for replication of the adenovirus under control 
of the EBV IRE. Claims 12-13 do not further limit the subject matter of claim 1 because 
said claims recite that the adenoviral genes under control of the EBV TRE can be any 
(essential or non-essential) adenoviral genes. 

No Claims are allowed. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to David Guzo. Ph.D., whose telephone number is (571 ) 

272- 0767. The examiner can nomially be reached on Monday-Thursday from 8:00 AM 
to 5:30 PM. The examiner can also be reached on altemate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D., can be reached on (571) 272-0781. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 


David Guzo 
June 19, 2006 



